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The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 


Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the applicafion to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)^ Responsive to Gonrinnunication(s) filed on 23 August 2002 . 
2a)^ This action is FINAL. 2b)n This action is non-final. 

3) 0 Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 
Disposition of Claims 

4) 13 Claim(s) 1-35 is/are pending in the application. 

4a) Of the above claim(s) 28-35 is/are withdrawn from consideration. 

5) \Z\ Claim(s) is/are allowed. 

6) |EI Claim(s) 1-27 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)0 The drawing(s) filed on is/are: a)n accepted or b)\3 objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
1 1 )□ The proposed drawing correction filed on is: a)n approved b)n disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) 0 The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13) n Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

a)nAII b)n Some*c)n None of: 

1 -D Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) n Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121, 
Attachment(s) 

1) □ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-413) Paper No{s). . 

2) Q Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) D Notice of Informal Patent Application (PTO-152) 

3) D Infomiation Disclosure Statement(s) (PTO-1449) Paper No(s) . 6) □ Other: 

U.S. Patent and Trademark Office 

PTO-326 (Rev. 04-01 ) Office Action Summary Part of Paper No. 1 2 
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DETAILED ACTION 


The following is a FINAL REJECTION. A "Response to Arguments" section follows. 


1 . The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

2. While applicant may be his or her own lexicographer, a term in a claim may not 
be given a meaning repugnant to the usual meaning of that term. See In re Hill, 161 
F.2d 367, 73 USPQ 482 (CORA 1947). The term "amplification reagent" in claims 1-27 
is used by the claim to mean an antibody, or DMA matrix, or another element which will 
bind the reagent, while the accepted meaning is "a reagent that aids in the amplification 
of nucleic acids" such as a buffer, magnesium, etc. Appropriate correction Is required. 


3. A rejection based on double patenting of the "same invention" type finds its 
support in the language of 35 U.S.C. 101 which states that "whoever invents or 
discovers any new and useful process ... may obtain a patent therefore ..." (Emphasis 
added). Thus, the term "same invention," in this context, means an invention drawn to 
identical subject matter. See Miller v. Eagle Mfg. Co., 151 U.S. 186 (1894); In re 
Ockert, 245 F.2d 467, 1 14 USPQ 330 (CCPA 1957); and In re Vogel, 422 F.2d 438, 164 
USPQ 619 (CCPA 1970). 

A statutory type (35 U.S.C. 101) double patenting rejection can be overcome by 
canceling or amending the conflicting claims so they are no longer coextensive in 
scope. The filing of a terminal disclaimer cannot overcome a double patenting rejection 
based upon 35 U.S.C. 101. 

4. Claims 1-27 are rejected under 35 U.S.C. 101 as claiming the same invention as 
that of claims 1-27 of prior U.S. Patent No. 6,203,989. This is a double patenting 
rejection. The claims are identical. 


Claim Rejections - 35 USC §112 


Double Patenting 
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Response to Arguments 


5. Applicant's arguments filed August 23, 2002 have been fully considered but they 
are not persuasive. 

First, Applicant argues in regards to the 1 12, 2"^ paragraph rejection that the 
term "amplification reagent" is not repugnant to the usual meaning in the art. Applicant 
argues that the term "amplification reagent" refers to any reagent which facilitates the 
increase of a particular process or product. However, in the biotechnology art, 
specifically in the class and subclass in which this application has been placed, (435/6), 
the accepted and well-known meaning of "amplification reagent" is a reagent that aids in 
the amplification of nucleic acids. The use of the term "amplification reagent" in the 
instant claims is both confusing and misleading to the ordinary practitioner, since the 
"reagent" is not involved in the amplification of nucleic acids in the instant claims. 

Secondly, Applicant argues that the 35 USC 101 double patenting rejection is 
inappropriate because, "in order for a claimed invention to be considered 'the same' as 
another claimed invention and be subject to the statutory double patenting rejection, the 
claimed inventions must be identical." Applicant further states that the instant claims are 
drawn to an "amplification reagent" while the '989 patent is drawn to simply a "reagent" 
without the limitation of "amplification." However, the MPEP section 804 states that "A 
reliable test for double patenting under 35 U.S.C. 101 is whether a claim in the 
application could be literally infringed without literally infringing a corresponding claim in 
the patent. In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970). Is there an 
embodiment of the invention that falls within the scope of one claim, but not the other? If 
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there is such an embodiment, then identical subject matter is not defined by both claims 
and statutory double patenting would not exist. For example, the invention defined by a 
claim reciting a compound having a "halogen" substituent is not identical to or 

substantively the same as a claim reciting the same compound except having a 
"chlorine" substituent in place of the halogen because "halogen" is broader than 
"chlorine." On the other hand, claims may be differently worded and still define the same 
invention. Thus, a claim reciting a widget having a length of "36 inches" defines the 
same invention as a claim reciting the same widget having a length of "3 feet."" 
Therefore. MPEP states that claims may be differently worded and still define the same 
invention. In the instant case, the same invention is claimed in the instant claims and in 
'989. In both cases, the term "reagent" is used to mean an antibody, or DNA matrix, or 
another element which will bind the reagent. Therefore, the claimed invention is 
identical. Furthermore, according to the test found in the MPEP, it would be impossible 
to infringe a claim in the instant case without infringing the patent, as they are drawn to 
the same subject matter, differently worded. There is no embodiment of the invention 
that falls within the scope of one claim, but not the other. 

Conclusion 

1. THIS ACTION IS MADE FINAL Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 


Application/Control Number: 09/776,770 


Page 5 


Art Unit: 1634 

mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory perjod will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiries of a general nature relating to this application, including information 
on IDS forms, status requests, sequence listings, etc. should be directed to the Patent 
Analyst, Chantae Dessau, whose telephone number is (703) 605-1237. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Janell Taylor Cleveland, whose telephone number is 
(703) 305-0273. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Jones, can be reached at (703) 308-1 152. 

Papers related to this application may be submitted by facsimile transmission. 
Papers should be faxed to Group 1634 via the PTO Fax Center using (703) 872-9306 or 
872-9307 (after final). The faxing of such papers must conform with the notice 
published in the Official Gazette, 1096 OG (November 15, 1989.) 
Janell Taylor Cleveland ) n y / / 


October 21, 2002 



